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2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

I I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
1 — ' amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 

3. This report contains indications relating to the following items: 
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Basis of the report 
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□ 


Priority 
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Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


IV 
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Lack of unity of invention 


V 




Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 
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Certain defects in the international application 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



ational application No. 

PCT/JP2003/004844 



I. Basis of the report 



1. With regard to the elements of the international application:* 
|^| the international application as originally filed 

1 | the description: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



filed with the letter of 



□ 



the drawings: 

pages 

pages 

pages 



, as originally filed 

, filed with the demand 



. , filed with the letter of 



1 I the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 

m , filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23 . 1 (b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

I I contained in the international application in written form. 

I 1 filed together with the international application in computer readable form. 

I I furnished subsequently to this Authority in written form. 

I 1 furnished subsequently to this Authority in computer readable form. 

I | The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



4. 



□ 
□ 



The amendments have resulted in the cancellation of: 

1 I the description, pages 

the claims, Nos. 

the drawings, sheets/fig 



I I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 

• ■ — 1 beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70.17). 

**Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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HI. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 


1 1 the entire international application. 




(XI claim No. 8 




because: 




rCTI the said international application, or the said claim No. 8 

relates to the following subject matter which does not require an international preliminary examination (specify): 


The invention of claim 8 concerns a method for treating the human body by therapy, 


which does not require an international preliminary examination by the International j 


Preliminary Examining Authority in accordance with PCT Article 34(4)(a)(i) and Rule 


o7.1(iv). 




1 1 the description, claims or drawings (indicate particular elements below) or said 
1 — 1 are so unclear that no meaningful opinion could be formed (specify): 


claims Nos. 


1 — | the claims, or said claims Nos. 

| | by the description that no meaningful opinion could be formed. 


are so inadequately supported 


|^| no international search report has been established for said claim No. 


8 


2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 


j ^ the written form has not been furnished or does not comply with the standard. 




[ the computer readable form has not been furnished or does not comply with the standard. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) Claims 1-7 YES 

Claims NO 

Inventive step (IS) Claims 2-4 YES 

Claims \ 9 5.7 NO 

Industrial applicability (IA) Claims 1-7 YES 

Claims NO 



2. Citations and explanations 

Document 1 : JP 2000-281676 A (Yamanouchi Pharmaceutical Co., Ltd.) October 10, 2000 
Document 2: EP 784054 Al (YAMANOUCHI PHARMACEUTICAL CO., LTD.) July 16, 1997 

Document 1 cited in the international search report describes [2,3 -dioxo -7- ( 1 H-imidazol- 1 -yl)-6- 
nitro-l,2,3,4-tetrahydroquinoxalin-l-yl] acetic acid free form and monohydrate as AMPA antagonists 
(Par. No. 0019). It also states that after neutralization with an acid, highly pure crystals of the 
anhydride and hydrate of the target compound can be obtained by adjusting the pH and stirring (Par. 
No. 0010). 

Document 2 describes the free form of 2-[2,3-Dioxo-7-(lH-imidazol-l-yl)-6-nitro-l,2,3,4- 
tetrahydroquinoxalin-l-yl] acetic acid as an AMPA antagonist (Claim 4), as well as its 0.2 hydrate 
(page 25, Example 24). In addition, it states that the inventive compound can form a hydrate and 
polymorphism (page 6, lines 31 to 32). 

oClaims 1 and 5-7 

Documents 1 and 2 do not describe the inventions of claims 1 and 5-7, and therefore these 
inventions are novel. 

Although the compounds described in documents 1 and 2 are specified as free forms, they are not 
specified as crystals or as anhydrides. However, document 2 discloses that crystals of the above 
compounds can be formed, and document 1 discloses that crystals of the anhydride can be prepared 
and a process for the same. 

Therefore, this examination finds that persons skilled in the art can easily prepare crystals of the 
anhydrides of the compounds described in documents 1 and 2 based on the descriptions in documents 
1 and 2, and that no particularly outstanding effect is provided thereby. 

The scope of the claims of this application specifies that the crystals are a crystals of the 
anhydride, but as stated above (see "VIII. Opinion Concerning International Application"), because it 
is unclear what the term "ce crystals" means, the term "a crystals" was interpreted to mean simply 
crystals. 

As a result, the inventions of claims 1 and 5-7 lack an inventive step with respect to documents 1 
and 2. 

oClaims 2-4 

Documents 1 and 2 neither describe nor suggest the inventions of claims 2-4, and therefore these 
inventions are novel and involve an inventive step with respect to documents 1 and 2. 
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VIII. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

oClaims 1-8 

In the claims of this application the term "a crystals" is used, but in light of the level of technical 
knowledge at the time this application was filed, it is impossible for persons skilled in the art to 
understand from the descriptions in the above claims alone what specific kinds of crystals this refers 
to, and therefore, the descriptions of the above claims do not satisfy the requirement for clarity of PCT 
Article 6. 

oClaim 5 

In the above claim the expression "Compound A described in claims 1-3" is used, but claims 1-3 
have no description of "Compound A," and it is unclear what the term "Compound A" refers to. As a 
result, the description of the above claim does not satisfy the requirement for clarity of PCT Article 6. 

oClaim 6 

In the above claim the expression "drug described in claim 3" is used, but claim3 has no 
description of an inventive drug, and it is unclear what this expression refers to. As a result, the 
description of the above claim does not satisfy the requirement for clarity of PCT Article 6. 



Form PCT/IPEA/409 (Box VHI) (July 1998) 



